Downloading and Opening
SPL Xforms

Basic instructions for installing Mozzie
Add-on & downloading SPL Xforms

Version 1.0



Installing Mozzie Add-on
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For Industry Share @ Printthis page & Change FontSize B B

Home > For Industry = Data Standards > XForms

Xforms

» XForms FDA is collaborating with GlobalSubmit on software to create SPL files based on XForms
technology. You can access the free XForms from the GlobalSubmit web site via the
GlobalSubmit hyperlink located in Resources For You (left panel of this web page)
Resources for You

* Global Submit Xportal &

A

Click link to access GlobalSubmit web page

 The Mozzie Add-on MUST Dbe installed prior to using
SPL Xforms

o Use GlobalSubmit web page accessible via:

http://www.fda.gov/Forindustry/DataStandards/XForms/def
ault.htm

« Navigate to GlobalSubmit web page using link in
“Resources for You” panel



http://www.fda.gov/ForIndustry/DataStandards/XForms/default.htm
http://www.fda.gov/ForIndustry/DataStandards/XForms/default.htm

Downloading Mozzie Add-on

Browser Requirements

To use XForms, you must have XForm support installed in your browser

Internet Explorer

Use |E 6.0 or higher (IE7 recommended) with MozzIE 1.8 Add-on. MozzIE is ; . :
required to support XForms in the |IE browser C"cﬁr:;ﬁ;yonl:)?gfegsmg

Firefox
Use Firefox 2.0.0.13 and install the Mozilla XForms 0.8 5 Add-on.

: ; . Click here is you are using
After msliallmg the Mogﬂla XForms 0.8 5 Add-on, ge-te-emm Toots > Options Firefox

> Security and check 'Allow XForms to access other domains.’ Click on

‘Allowed Sites’ and add GlobalSubmit.com to the list with the ‘Load’ and

‘Send’ checkboxes checked

* In the middle panel of the GlobalSubmit web
page, click the link for:

— the link to the add-on for Internet Explorer or
— the link to the add-on for Firefox



ownloading Mozzie Add-on
cont...

MozzIE is a plug-in for Microsoft Internet Explorer that allows the display of XHTML + XForms using the
Mozilla Gecko Rendering Engine

Il files ¥

Browse Files for MozzIE

File/Folder Name Platform Size Date | Downloads Notes/Subscribe
Subdirectory (view all files)

MozzIE 1.8

Click here

Release 1.8.1

180 10.2MB 2007-09-17 5,207

e Click the link to the Mozzie add-on



Browse Files for MozzIE

File/Folder Name Platform @ Size Date | Downloads | Notes/Subscribe

Subdirectory (view all files)

MozzZIE 1.8 19.3MB  2009-06-25 7,557
=¥ Release 1.8.1 9.1MB 2009-06-25 2,350
o TS ZO009-06-25 2350
Click here
1.8.0 MB 107-0 4 20

e Click the link to the executable file download



sourczm ' . a Y Rate this project g

Your MozzIE download will start shortly... )
Problems with the download? Please use this direclis toad - €, s Woarni i’j‘

Do you want to run or save this file?

j Name: MozzIE.1.8.1.exe
Type: Application, 8.68 MB

From: softlayer.dl.sourceforge.net

Sear___,_,[ Bl vmic M ot ]
L e
cum:) tl:1tteo';1Run" b aCk 1

While files from the Intemet can be useful, this file type can
! potentially ham your computer. i you do not trust the source, do not
(‘ ~" n or save this software. What

oftw What's the riskc?

=4

o Select “Run” to begin download

« After downloading add-on, reboot (turn-off)
computer

 Restart computer



Locate SPL Starter Package

U.S.Department of Health & Human Services 3 www.hhs.gov
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Home > For Industry > Data Standards > Structured Product Labeling

SPL Starter Package
Structured Product Labeling = SPL Starter Package v1.2

Business Entity Identifiers

Business Operation

Code System Object Identifiers

Contributing Factor - General

Document Type including
Content of Labeling Type

Click the hyperlink

Link to SPL Starter Package:

http://www.fda.gov/Forindustry/DataStandards/S
tructuredProductLabeling/ucm189651.htm



http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/ucm189651.htm
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/ucm189651.htm

Download SPL Starter Package

=

[FDAA u.s. Food and Drug Administration A-ZIndex | Search @

Department of Health & Human Services www.hhs.gov

Home | Food | Drugs | Medical Devices | V. ile Download oducts | Tobacco Products

For |ndu5try @ Do you want to open or save this file? S Change Font Size B

Home > For Industry > Data Standards > Struc ceting :,Q] Nams: epl_startsr package v1.2.2p

SF ..|_star Type: WinZip File, 2.02MB
Data Standards —

From: www.fda.gov
Structured Product Labeling SP| Estimatef

e
Business Entity Identifiers Transfer [ Open ] [ Save ] |; Cancel ]
Business Operation [Cose

Always ask before opening this type of file
Code System Object Identifiers

While files from the Intemet can be fiseful. some files can potentially
ham your computer. I you do not the source, do not open or
save this file. What's the risk?

Contributing Factor - General @

Document Type including
Content of Labeling Type

Aammnn Coaremn

Select the "Save" button

e Click the link to the SPL Starter Package
 Choose to “Save” the starter package.



Store SPL Starter Package

5. Department of Health & Human 5

ices £ www.hhs.gov

[EDA u.s. Food and Drug Administration A-ZIndex | Search [

Home | Food | Drugs | Medical Devices | VS

For Industry Savein :_‘ndorms, vy O 2 E a

Home = For Industry = Data Standards > Struc }

-l My Recent
Data Standards SH Documents

i
Structured Product Labeling SPY § =
Business Entity Identifiers 5 -
Business Operation i Pesgidon
Code System Object Identifiers Choose computer location in which to
Contributing Factor - General J store the SPL Xforms
Daocument Type including =} Docrmernts
Content of Labeling Type
Dosags Forms 3,8 Select "Save"
Equivalence Codes Wy Computer button

FACTS@FDA \

Pitnn (,‘] Fie pome |spLstattsr_psokags_v123p v Sve

- =
150 3166-1 Alpha-3 Country My Network | Save as type WinZp Fle =
Code =

o Select computer location to save SPL Starter
Package

e Place In a folder on computer



Unzipping the SPL Starter Package

Name

~4spl_starter_package_v1.2.zip

* Unzip the SPL Starter Package by EXTRACTING to
location

* Right-click with computer mouse to begin unzipping.
« DO NOT just open zip file containing this package



Open SPL Starter Package Folder

“spl_starter package v1.2.zip | Open

)spl_starter package v1.2 «— Folder

o After unzipping SPL Starter Package zip file, the
SPL Starter Package folder should be available.



Read SPL Starter Package Notes

[_)SPL_Xforms

e T T T mmemm e H Dpen nDtES ﬁIE and read nDtES
- sPL_xforms.zip

 Open PDF file to review SPL Starter Package
Notes



Open SPL Xforms Folder

_jSF'L_XfDrmS <
__ spl_starter _package notes v...

- : Open SPL Xforms folder
-A)sPL_Xforms.zip R -

o After reading SPL Starter Package notes, open
SPL_Xforms folder



Continue Accessing SPL Xforms

“)SPL_Xform \
=] 11IREADME 10.24.09!!11, txt Open SPL_Xform folder
[ 1GUIDGen.exe / ang

Click GUIDGen.exe file to open

e Open another folder named SPL_Xform
 Double-click “GUIDGen.exe file to use at later time.

o |f GUIDGen.exe is unaccessible, use online GUID
generator by searching web for “online GUID generator”



Opening SPL Xforms Folder

C_)SPL
C_)webwidget
() XBLBinding Open "SPL" folder

e Open folder labeled “SPL”
 Ignore other folders



Opening Xforms Folder

......................

- tErm'”DkiEj‘r"_l"SL// Open "XForms" folder
(_)XForms

Jxsl

* Open the folder labeled “Xforms”
 Ignore other folders



Opening SPL Xforms for 15 Time

2 spl-form.js

1] SPLForm_DrugListing.xhtmil

| ®) SPLForm_Indexing. xhtm \

&) SPLForm LabelerCode.xhtml Right-click wicomputer mouse
9] = —— -SPLForm_DrugListing.xhtml

i] SPLForm_Notification.xhtml / -SPLForm_LabelerCode.xhtml or

il SPLForm_Registration.xhtml -SPLForm_Registration
2 spl-form-template.js

2 uuid.js

2 xforms.css |

 To open the SPL Xforms for the first time

— Right-click w/computer mouse one of these files:
e SPLForm_DrugListing.xhtml
« SPLForm_LabelerCode.xhtml
 SPLForm_Registration.xhtml



Choose a Program

Mame - = . ]
B s f ?[X]
™ Choose the program you want to use to open this file:

Fa

File:  SPLForm_LabelerCode.xhiml

Erograms

) Recommended Programs: ~

|w orm ing.sh
&) SPLForm_LabelerCode.xd
|w orm
- orm_Registration. 2 3
@ spl-form-template js ‘ @ Firefox
@ wid.js 48 Internet Explorer
@) xforms.css L~T" [A wiordpad

I €9 xMispy

() Other Programs:

- Adobe Acrobat 8.1
weaver 8

1. Select "Firefox" or
Internet Explorer

3. Click "OK" T o ][ cames |

After right-clicking
— Choose “Open-with”
— Select “Choose program” or equivalent
— Choose “Internet Explorer” or “Firefox”
— Check the box labeled “Always use the selected program to open this kind of file
— Select “Ok”
These steps need only to be completed during first attempt at accessing Xforms.

Subsequent instances of opening Xforms should only require clicking to open with
computer mouse.



Opening the SPL Xforms

@ spl.css 36 KB Cascading Style Sheet  10/24/2009 2:24PM
@] spl-form.js 184KB  1Script Script File 10/24/2009 3:22FM
@ SPLForm_DrugListing.xhtml 255 KE Mozzie XHTML Docu...  10/24/200% 2:43FM
| ®] sPLForm_indexing. xhiml 68KB Mozzie XHTML Docu...  10/24/2008 2:24 PM
E] SPLForm_LabelerCode. xhtml 15KE Mozzie XHTML Docu...  10/24/200% 2:24 FM
E] SPLForm_Motification. xhtml 14KB Mozzie XHTML Docu...  10/24/2009 2:24PM

@SFLForm_Regish'aton.xhhnl r di
@] spl-form-template. js
@ uuid.js

Do you want to open or save this file?
& xforms.css

Mame: SPLForm_LabelerCode. xhtml
Type: MozzIE Class, 15.3KB
From: C:\Documents and Settings\smithlo\Desktop'xform. ..

5 Open ] [ Save ] [ Cancel ]

Click
"Open"

Always ask before opening this type of file

ham your computer. F you do not trust the source, do not open or

@ While files from the Intemet can be useful, some files can potentially
save this file. What's the risk ?

e Choose “Open” to begin opening SPL Xforms



Viewing SPL Xforms

Document Information

.................

Version Number
eeeeeeeeeee

Country
oooooooooo

nnnnnnnnnnnnnnnn

llllllllllll

manlio

« SPL Xforms should display
* Flelds should be accessible for data entry

e |f flelds are inaccessible, then download Mozzie
add-on again or contact spl@fda.hhs.gov



mailto:spl@fda.hhs.gov

Need More Detalled Instructions?

o Use Step-by-Step Instructions for Creating
Structured Product Labeling (SPL) Files
for Drug Establishment Registration and
Drug Listing

e This document is located on the SPL
Resources web page:
http://www.fda.gov/Forindustry/DataStand

ards/StructuredProductLabeling/default.ht
m



http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm

Test Your SPL R4 Submissions

 Use Pragmatic Data Validator Lite to test
your SPL files prior to transmission to

FDA:
http://www.fda.gov/Forindustry/DataStand

ards/ucml155514.htm

e NOTE
— This validator tool iIs NOT connected to FDA
database.

— This tool assist you in detection of 90 — 95%
of technical errors in SPL documents.



http://www.fda.gov/ForIndustry/DataStandards/ucm155514.htm
http://www.fda.gov/ForIndustry/DataStandards/ucm155514.htm

Submitting Files via FDA Gateway

. c g5l webTrader "_JI Help Logout

Send document

Select who will receive the document
Gateway: FDATST
Center:# pc ~

% Select the "OC" center

Select the contents of the submission

Enter a path to a file or a directory. If a directory is entered, then the entire contents of the directory will be included in the submission. All the paths stored in the submission will be
relative from the provided directory path unless an alternate root directory is entered.

e — Ensure that you are submittin
Path:s C:/Documents and SettingtsfsmithIo}Desktap}spl_Suhmussiurrll-ﬁ—ﬂm“-'“ 1 SPLina foldyér {ﬁle name Shﬂl.?ld
ROt directary: C:/Documents and SettingsfsmithIo}Desktap;spl_SUhmussionZi Browse... not appear in the path field)

Submission types | gpL »|

Select "SPL" as the submission type
Select a signing certificate

Current file: M:A\SPL_Main\gateway\Lonnie Smith\Lonrie Smith.pi2
MNew File:

Browse...

MyCartificate.pl2 or MyPrivateiay.pfx

Send|



Stay Informed

e Join FDA Data Standards Councill listserv

e http://www.fda.gov/Forindustry/DataStand
ards/default.ntm

v Dopartment of Health & Human Services

¥ www.hhs.gow

FDA u.s. Food and Drug Administration A-Z Indax | | Search [oc

Homa | Foed | Drugs | Madical Desices | Yaccines, Blood & Bielogics | Animal & Yeterinary | Cosmetcs | Radiaton-Emittng Products | Tebacco Produc s

For |I'|E|I.15tl'§l' Emall 1his page =1 Prind this page = CThange ForiSize B H
Homa » For Industry = Data Standards

FDA Resources for Standards

Validators B sign up for email updates., <
Drats Caunl

The FDA Data Standards Council coordinates the svaluakion, development, mamtenancs,
[ iy swrsd Praduet L ansing and adoption of health and regulatory data standarda to ensure that common data

[ E atandards are used throughout the agency.

Individual Case Salely Repors

Fegulated Product Submission
Structured Product Labealing


http://www.fda.gov/ForIndustry/DataStandards/default.htm
http://www.fda.gov/ForIndustry/DataStandards/default.htm

SPL-related
Technical Assistance/Questions

 SPL e-mail account (spl@fda.hhs.qov)



mailto:spl@fda.hhs.gov
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